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Virucidal Efficacy of a Disinfectant for Use on Inanimate Environmental Surf~ces 

PURPOSE 
·The purpose of this .study Is to evaluate tlie. vlrucldal eJ.Qci/l~Y of ,fl est su~~tarice:f~r r"gls![allon of ii prodµc;t 11s a 
Vl.(ll~ldfl, Th~ t~st prof:etlure Is lo simulate the way, In which lhe product Is ,l11lend~d ti, be us~d: _Tljls !l,li!lti'!)'.d fs I.n 
.¢~r.i'ljlll~nce with l~e ·requli.ements ot,a·n·d ml/ly'be submllte.d to, one or more or the following agencies as Indicated by 
the :Sponsor; U.S. En)ilronmi,nlal Piotec!!oli A9¢ncy (EPA), Hec\llh q1,1n~~a and Australian Therapeutic Goods 
Administration (TGA). 

:TEST SUBSTANCE.CHARACTERIZATION . 
According to.i40 CFR, Part 16!>, Subpc1rfF (160.105) t~s.t sub.!llcince charac!erlz!!Uon Mt!) ldimllly, :strengih, purity, 
$.olublllty and composition, as applicable, shall b.e cloc·umim!ed be'fore' lj~ ·use In l~ls !li4~y. Tl)'e i,labllllY. or the teal 
subsl~l)c!! ~hall be detElrml11e'C! prior lo or concurrenlly with Otis sludy, .Pertinent lnfc:irmatlon; which n:,ay ~ffflcl]lie 
outcome of this study, shall be communicated In wrlllng lo Iha Stuily Director upon sample submission to'Accuratus 
Lab Services. Accuralus Lab Services will append Sponsor-provld.ed Certificates of Arialysls (C of A) to this study 
report, If requested and supplied. Characterization and slabllily studies not performed following GLP regulallons 
wtll be noted In the Good L!lboralory Practice compliance statement. 

SCHEDULING AND DISCLAIMER OF WAR~ANTY 
Etperimen~I·st!!~I dales ate-generally scheduled on a first-come/first-serve basis once Accuratus Lab Services receives 
Ifie Spons.o'i ~p.pr9vedf¢9111pleled protocol, ·signed fee schedule and corresponding lest subslance(s). Based on all 
.required msl~rf;.ils belrig recely'ed al t~l.s llme, lh\l proposed experimental slart dale Is September 24, 2018. Verbal 
results may be given upon completion jitllie ~hJclY wfll1, a .written report to follow on the ~ complellon date of 
Oclob.!!r22, 2,018. To expedlle schedUlll)g, please be sure all required paperwork and test substance documenlallcn 
Is completefaccurale upon arrival at Accuratus Lab Services. 

If a test must be repeated, or a portion of It, because of failure by Accuralus Lab Services to adhere to specified 
procedures, It wlll be'rE!pe;1ied free of charge. If a test must be repealed, or a portion of It, due to failure of Internal 
controls, It will be repeat~d free of charge. "Methods Development' fees shall be assessed, however, If the test 
substance and/or test system require modlflcallons due to complexity and difficulty of testing. 

If the Sponsor requests a repeat test, they will be charged for an additional test. 

Nellherthe name of Accuratus Lab Services nor any of Its employees are to be used In advertising or other promotion 
without written consent from Accuratus Lab Services. 

The s·ponsor Is tespo'n~lble fgr any reJ~cllon of (!1e fil)al report by the regtiia_lory a11ency of ils submission concerrilng 
r~port formal, pagination, etc. To prevefnl reJl'.ii;lloni. Sp9nspr 5.houl~ careftJlly rl!vlew lhe .. Accuratus Lab services 
fl rial reP.!lrl and nolify Accuratus Lab Servlces of i!riy perceived c;lellcleri9!e~ l~ \IJe'il!! arei/~ -~~r9..re s.ubml~slon or the 
repor:t toi~e·r.egf.ll~tory sgen.\:y; Acbucatus.lab Services.will make reasohable•cha·nges deem~cf riecess·11ry by ll)e 
Si?cin·sor; without altering .f}ie te~~nfc;il ~ata •. 

JUSTIFICATION FOR SELECTION OF THE TEST SYSTEM . 
Re9ulat9cy agericJes ceql.llre th.at~ specific vlrucldal clatm·ror a dlsfnfeclahi tiitei:lded for use Of) h.ard ·eu[(aces be 
supported.by apprpp'rlatil ·scle.nllJI~ 'gala deh1~n$!,raUng \he efficacy.of the·tesl subst~nce against the claimed,°vlrus. 
Eaoh agency. will accept adequate da.la 9eoer.ated .~y ,any appropriate. te.c~illque In support of~ vlrucldal efficacy 
claim, Thjs I~ accomplrshed by treating-the target .lilrus wl,lh the dJslnfec;la_nt (1!:!sl substc1nce) ,uri'~ef con.dlllons, 
which simulate as closely as possible, In the laboratory; lhe.a:citual coiiclllh;ms under which ihe. dlslnfecla)il Js· 
designed to b.e used, fo( dlsjr,fe~ta~t p_rod.ug\s. lnteMed (or use_ on hard s.urfaces (d.ry, Inanimate env'lronmerilal 
surfaces), a carrier melh,od ls used In U\e, generallon tif the supporting vlrologli;al d~la, The MOCK cell line, which 
su:ppo.rts the growth of the ln04enza ·s virus; wlll be :used In this study. The exp/i'rjmenlal design In this protocol 
meets lhese requirements. 
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Afllm of virus, dried on a glass surface, Is exposed to the test substance for a specified exposure time. Al the end 
of the exposure time, the virucldal and cytotoxic activities are removed from the virus-test substance mixture, and 
the mixture Is assayed for viral lnfectivity by an accepted assay method. Appropriate virus, test substance 
oytotoxlclty, and neutralization controls are run concurrently. 

·SJUDY DESIGN 
·0ried virus film~ will be prepared In parallel and used as follows: 

T_he appropriate number offllms for each batch of test substance assayed per exposure time requested. 

The appropriate number of films for virus control titration (titer of virus after drying) per exposure lime requested. 

The Inoculated carriers are exposed to the test substance for the Sponsor specified exposure time. At the end of 
the specified exposure time, resuspended l(irus-test substance mixtures will be detoxified and made non-vlrucldal 
by Immediately adding the contents lo a Sephadex Q!!l llltra.\fi:m column followed by 10-fold serial dilutions In test 
medium. Each dilution Is Inoculated Into Indicator cell c:ul(urlis, The resuspended virus control film and each batch 
of test substance alone wlll be treated In exactly the same manner. For analysis of lnfeclivlty, cultures wlll be held 
for the appropriate Incubation period al the end of which time cultures wlll be scored for the presence of the test 
virus. Cultures will be monitored at that time for cell viability. Uninfected Indicator cell cultures will be carried In 
parallel and similarly monitored. For analysis of cyroio)!lclty, the viability of cultures lri601,llated.Wlth .dlll/llpn~ of ea:ch 
test and cytotoxlclty control wlll be determined. In addition to the ·above tltratlons for lii'te"citMly an~ cytQtoxlclty, ·th.e 
residual vJrucldal activity of the test substance after neutralization will be determined by adding a low'tlter.'or slack 
virus to each dilution of the test substance (cylotoxlolty control dilutions). The resultlrig mixtu'res of dilutions are 
assayed for lnfectlvlly in order to determine the dllutlon(s) of test substance at which vlrucidal activity, If any, Is 
retained. 

VIRUS 
The B/Hong Kong/5/72 strain of Influenza B virus to be used for this study was obtained from the American Type 
Culture Collection, Manassas, VA (ATCC VR-823), Stock virus Is prepared by collecting the supernatant culture 
fluid from 75-100% Infected culture cells. The cells are disrupted and cell debris removed by centrifugation. The 

-supernatant Is removed, allquoic.d, and ·the high titer stock vrn;ts n:iay be ii.I.at.~~ et s .70•.c .. ~11111 the day of use. 
At!ernate methods of viral propagation may be utilized based on the .growth ·requirements ol the virus. The 
propi!gilUon method wlll.be.:spe~.lfled In the raw data and in the report. On the day of use the:approprlale number 
of allquois. are removed, ·thawed, combined (If applicable) and maintained at a refrigerated temperature until used 
In the assay. Note: If the Sponsor requests an organic soil load challenge, fetal bovine serum (FBS) or the 
requested organic soil wlll be Incorporated Into the stock virus aliquot. The stock virus aliquot wlll be adjusted lo 
yield the percent organic soil load requested. 

INDICATOR CELL ·cul TURES 
Qult(U'esof MOCK (canine kidney) cells were originally obtained from the American Type Culture Collection, Manassas, 
VA (ATCC CCL.-34). The cells are propagated by Accuratus Lab Services personnel. The cells are seeded Into 
multlwell cell culture plates and maintained at 36-38"C In a humidified atmosphere of 5-7% CO2. The confluency of the 
cells wlll be appropriate for the test virus. MOCK cells obtained from an alternate, reputable source may be used. The 
source of the cells will be specified In the final report. 

All cell culture documentation ls retained for the cell cultures used In this assay with respect to source, passage number, 
growth characteristics, seeding densities and the general condition of the cells. 
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The test medium used for this assay is Minimum Essential Medium (MEM) supplemented with 0-10% (v/v) heat 
inactivated fetal bovine serum, The medium may also be supplemented with one or more of the following: 1 O µg/ml 
gentamlcin, 100 units/ml penicillin, 2.6 µg/ml amphoterlcln B, 1.0-"2.,0 mM l-giutamlne, and 0,6- 6 µg/ml trypsin. The 
composillon of the test medium may be altered based on the virus ·and/or' <i41lls. The composllion of the medium will be 
specified in the raw data and in the report. 

PREPAMTION OFTEST SUBSTANCE 
The.dilution of.test:sub~tance{s) will~-~ used as recommended by the Sponsor. The product will be pre-equilibrated 
to the desired test temperature If applicable. 

PREPARATION OFVIRUS"FILMS 
FIims of virus will be prepared by spreading 200 µl of virus lnoculum uniformly over the bottom of the appropriate 
number of 100 X 15 mm sterile glass petri dishes (without touching the sides of the pelrl dish). The virus will be air­
dried at 10°C-30°C unlll visibly dry (~20 minutes). A callbrated timer will be used for timing the drying, The drying 
conditions (temperature and humidity) will be appropriate for the test virus for the purpose of obtaining maximum 
survival following drying. The actual drying conditions, drying lime and calibrated timer used will be clearly 
documented. 

One dried virus film per batch of test substance will be assayed unless otherwise requested. 

TEST METHOD 

Preparation· of Sephadex Gel FIitration Columns 
To red.lice "the cytotoxic level of the virus-test substance mixture prior to assay of virus, and/or to reduce the virucldal 
level of the test substance, virus Is separated from the test substance by filtration through Sephadex gel. The type of 
Sephadex used will be .S:pe~{Qe~ In the final report. On the day of testing, Sephadex columns are prepared by 
centrifuging the prepared Sephai:lex gel In sterile syringes for three minutes to clear the void volume. The columns are 
now ready to be used In the assay. 

(nputVlr.tis 'Control 
On the day or'tesllng, the stock virus utilized In the assay will be tltered by 10-fold serial dilution and assayed for 
lnf~clMly lo determtne the starting titer of the virus. The results of thts control are for lnfom,ational purposes only. 

Treatment of Virus FIims with the Test Substance 
For each batch of test substance assayed, the appropriate number of dried virus films are Individually exposed to a 
2.0 ml allquot of the use dilution of the test substance (liquid prociucis), .o_r'.tCJ !Ile amount of spr~y i'eleased.li1itfe"r use 
conditions (spray products) and held covered for the sp_eclned exposure lime(s) and tempera\ure. A calibrated llriier 
will be used for timing the exposure. The actual temperature Yi:111 pe teco~ed_. JusLprior to the end ·or the exposure 
time, the plates are Individually scraped with a _c;ell ·scraper to resuspend the contents and at the end of the exposure 
time the virus-test substance mixtures are lmme·dlalely pa~se_d )hrough Individual Sephadex col\Jml)s utilizing the 
syrln!i~ P.l\ln!i!'i' in Qf.df!!rt<fdetoxify the ml.xture. The filtrate (1Q·1 dlluUon) Is lhen tltered by.serial dilution and assayed 
for lnfectivlty arid(cir cytcltc,xl~lty, To further iii~ /n lhe remqvlng of the eytolo~lp,effec\s qrthe.test-subl\lance to the 
Indicator cell cultures, Individual dllutloris riiay be p~ssed th·rpugh additional lntllvld!,!lll Sliphad!!X c;pl!,imrts. 

Treatment of Dried Virus Control Film 
The appropriate number of virus fllms.a:re .li~pared ·1!'11 des:ciibe~ preyiousiy for l!i!ch exppsµre·Ume assayed; Th_e. virus 
control fllms are run In parallel to the test virus but a 2.P ml allql)ql of I.e~! hiedlul'rj Is ~dd!!cl In IIE!U of th~ test.~upslance. 
The virus control films are held covered and exposed to the lesl medium for the ·same,e~pbsufe time aii.d .al-lhll_-S:ame 
el(posure terripe~_tur~ ~~ the_ l~~I lil[1js are expp~e.d to the test subswnce. A <;alibraled Umar.will be·used for llrrilng·lhe 
ex_posure and Ifie actual !~'!'Pei~ture w,ltf be :ce;o_rcleq . . J~s(_ prior 19 tile !'Ind of,lh!'=e>9>q_su!.~-Ume, tlie viru_s fl_lms· a_re 
ln~lvldually &~raped as preVIously descrlb~d and at the. end ()f lhe .. 11.XPQSU/!3 _tlrr,e. \he ll)lxtu~~.l! er!'l lm_i:nedjat~!Y pl:l~!ied 
th_ro.~gh ,ln~Mdui!_t S41pha~ex columns uUlizlng the syrl,nge plunger, The flllrate·(10·1 dilution) .l.s ·t_hen llt,ired by 11erfel 
dlluUon end ils~l!y_ed -for lnf~qtfvlty. If liicldlUqnal Sepha_clex columns were used to fUrther reduce· the cytotoxic effects In 
the test substance assay, the same dllulions of the virus conlrol \'.'.I.II. ~e. Pl:ISS.~.d lhrough adclillonal h1dlvldual S!'Phadex 
columns, · · · · 
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Cytotoxlclly Control 
A 2.Q il)~ l!_llqlltjl of each l>!!lch of _test substance {llquid products) or the amount of the test substance recovered 
wJ;et1 sprayed '.on.1_9 a ~!eil_le, pt!_lrl .dl~h (sp.r~y products),.-ls filtered through a Sephadex column utilizing the syringe 
plung_er and the-flllrat11_ Is ·diluted ·serlally. ii) ·. n;i~d!U_01. a.nd Inoculated Into cell cultures for assay of cylotoxlcily 
:Conc.um;in_tly-wll.h the vl_rus control and test substance-treated virus samples. For spray products, the cytotoxlclty 
·contro.1 Will Pl! ~eld covered for the IOl\i)eSt requested exposure lime al the requested exposure temperature, A 
calibrated timer wlll be used for timing the exposure. If additional Sephadex columns were used to furtherreduce the 
cytotoxic effeots In the test substance assay, the same dilutions of the cytotoxlclty control will be passed through 
ad~illohal Individual Sephadex columns. 

Assay of Non-Vlrucldal Level of Te11.t Substance (Neutrallzat!on Control) 
Each dilution of the neulrallzed lest i;·ubslar)'cie (cytotoxlclly control dilutions) will be challenged with an aliquot of low 
titer stock virus to determine the dllullon(s) of test substance at wliioh vfl\/~(dal activity, If any, Is retained. Dilutions that 
show vlrucldal activity WIii not be considered In determining reduction of the virus by the test substance. 

!J~lng the cyto_toxlclly control dlluttoris pr11pared abciv~, an addltlorial_.~f!t of lndlc_ijl9r cell cultures will be Inoculated 
_',Yllh ·a 1.90 -~unciuot Qf each dl!ullpn In qµadrupllcate. A 1 oo t-rL all.quot or low)ilet stock virus will be lnpc.lll.~ted 
.Inti> .. each. cell c_ultur~ weU and the lndlc11tot p(!II cultures will be Incubated along wllh the test and virus control pli!!es. 

lnfectlvlty Assays 
The MOCK cell line, which exhibits cytopathlc effect (CPE) In the presence of Influenza B virus, will be used as the 
Indicator cell llne In the lnfecllvity assays. Cells In multlwell culture dishes wlll be Inoculated In quadruplicate with 
10q µl or the dilutions prepared from test and control groups. The Input virus control will be Inoculated In dupllcate. 
t,Jnl.nfected Indicator cell cultures (cell controls) wlll be Inoculated with test medium alone. The cultures are 
lncub·ated at 36-3a•c In a humidified atmosphere of 5-7% CO2 ln sterile disposable cell culture labware for 
approxtm·ately seven'chjy~. Peri!idlcally througlJol!! lhe lncubaUqn:Ume.the cultures will be mlcroscoploally observed 
for the absence or presence or CPE, oytotqx_lc;:lly 11ti~_'f9_r vl_ablllW, t _he 9!isElrvations wlll be recorded on the raw data 
works~l)ets; only the results from the final observa.Uons will be·repci_~e~. 

DATA ANALYSIS 

Calculation of Titers 
Viral and cytotoxlclty titers wlll be expressed as -10910 of the 50 p~rcent titration endpoint for lnfecUvlly (TCID&o) or 
cytotoxiclty (TCD6o}, respectively, as calculated by the method of·Spearman Karber. 

- Log of I st dllutlonfnoculated - [ ( (Sum <if o/o mort~l~l~.al·cf;lcltd.ll\lllod)-0.5) x (logarithm of dllutlon)] 

Calculallon of Log Reduction 
Dried Vlru~·Conlrt!I L9910TCID60-Test Substance Log10 TCID60 = Log Reduction 

If multiple dried virus control replicates-are performed, the average tiler of the replicates wlll be calculated and the 
average titer wlll be used to calcula!e the log reduction In viral titer of the Individual test replicates. 
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°The·:specfallzeq 11trucldiil te~tlng· sect1on·9f .A~<j!Jratlis La_b ·.s11tvlces maintains Standard Operating Procedu(es 
(SOPs) relative to vlrucldal efficacy testing studies. Vlr.ucld.aJ eijlcacy testing is performed In strict adh~(eilce to 
these SOPs which have been constructed to cover all aspects of the work Including, but not llmlted to, receipt, log­
in, and tracking of biological reagents including virus and cell stocks for purposes of Identification, receipt and use 
of chemical reagents Including cell culture medium components, etc. These procedures are designed to document 
each step of vlrucldal efficacy testing studies. Appropriate references to medium, batch number, etc. are 
documented In the raw data collected during the course of each study. 

Addltlonally, each vlrucldal efficacy test is assigned a unique Project Number when the Study Director Initiates the 
protocol for the study. This number is used for identification of the test culture plates, etc. during the course of the 
test. Test culture plates are also labeled with reference to the test virus, experimental start date, and test product. 
These measures are designed to document the Identity of the test system. 

METHOD FOR CONTROL OF BIAS: NIA 

:sruov ACCEPTANCE.CRITERIA 
Only the applicable acceptance criteria and references for the regulatory agency reviewing the data will be Included 
In the final report. 

U.S. EPA, Health Canada, and Australian TGA Submission 
A valid test requires 1) that at least 4 10910 of lnfectlvlty be recovered from the dried virus control film; 2) that when 
cytotoxlclty is evident, at least a 3-log reduction In tiler Is demonstrated beyond the cytotoxic level; 3) that the cell 
controls be negative for lnfectlvlty. If any of the previous requirements are not met, the test may be repeated under 
the current protocol number. Note: An efficacious product must demonstrate complete Inactivation of the virus at 
all dilutions. 

If the test substance falls to meet the test acceptance criteria and the dried virus control falls to meet the control 
acceptance criteria, the study Is considered valid and no repeat testing Is necessary, unless requested by the 
Sponsor. 

If any portion of the protocol ls executed Incorrectly warranting repeat testing, the test may be repeated under the 
current protocol number. 

FINAL REPORT 
The·rep6rt will IO:i)lude, but not be limited to, Identification of the sample and date received, dates on which the test 
was Initiated and completed, Identification of the virus strain used and composition of the lnoculum, description of 
cells, medium and reagents, description of the methods employed, tabulated results, calculated titers for lnfectlvlty 
and cytotoxiclty, and a conclusion as It relates to the purpose of the test. A draft report may be requested by the 
Sponsor. The final report will be prepared once the Sponsor has reviewed the draft report and notified the Study 
Director to complete the study. 

PROTOCOL CHANGES 
If It becomes necessary to make changes In the approved protocol, the revision and reasons for change will be 
documented, reported to the Sponsor and will become a part of the permanent file for that study. Similarly, the Sponsor 
will be notified as soon as possible whenever an event occurs that may have an effect on the validity of the study. 

TEST SUBSTANCE RETENTION 
Test substance -retention shall be the responsibility of the Sponsor. Unused test substance will be discarded 
following study completion unless otherwise requested. 
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All of the original raw data developed excluslvely for this study shall be archived at Accuratus Lab Services for a 
minimum offlve years forGLP studies or a minimum of six months for all other studies following the study completion 
date. After this time, the Sponsor (or the Sponsor Representative, If applicable) will be contacted to determine the 
final dlsposlllon. These original data Include, but are not limited to, the following: 

1. All handwritten raw data for control and test subslances Including, but not limited to, notebooks, data 
forms and calculations. 

2. Any protocol amendments/deviation notifications. 
3. All measured data used In formulating the final report. 
4. Memoranda, specifications, and other study specific correspondence relating to Interpretation and 

evaluation of data, other than those documents contained in the final study report. 
5. Original signed protocol. 
6. Certified copy of the final study report. 
7. Study-specific SOP deviations made during the study. 

Facility Specific Documents 

The following records shall also be archived at Accuralus Lab Services. These documents Include, but are not 
limited to, lhe following: 

1. SOPs which pertain to the study conducted. 
2. Non study-specific SOP deviations made during the course of this study, which may affect the results 

obtained during this study. 
3. Methods which were used or referenced in the study conducted. 
4. QA reports for each QA Inspection wllh comments. 
6. Facility Records: Temperature Logs (ambient, Incubator, etc,), Instrument Logs, Calibration and 

Maintenance Records. 
6. Current curriculum vitae, training records, and job descriptions for all personnel Involved In the study. 

PROP·oseo STATISTICA_!. METl:j_Oi>S: N/A 
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· 'All blanlcsocllons a voilfied b .ihe S onsoror S 'cinscirRe "tr,siirilaliViias 1/nkod to iho/r ii 110/lit'!! unla'ss··ott,erwfso rioiorl: 
Test Substance Nanio · ---- .. [ct/Batch Nuiiilier .. 
Pro act Mao & Cheese- GLP-Efffoao Teslln e0042-196 Batoh 2250-08 
Pro act Mac & Cheese- GLP-Efficac Teslln · 00042-196 .Batch.2260-09 .. 

Testing at thri'lower c;ettlfled llinlt (LG/.,.) forthe ha,rdrJst~to•k/11 y/rus on your label Ts iequfi.edfor ~glstratlon. 

Product Description 
la Quaternary ammonia □ Peracetlc acid D Sodium hypochlorlte 
□ lodophor □ Peroxide O Other _______ ~ 

Approximate Test Substance Active Concentration (upon submission to Accuratus Lab Services): 
9 2°. 

(This value Is used for neulrallzatlon plannlng only. This value Is not Intended to represent c/iaracterlze//on values.) 

Storage Conditions 
@ Room Temperature 
o 2-a·c 
0 Other ________ _ 

Product Preparation 

Hazards 
O None known: Use Standard Precautlons 
@ Material Safety Data Sheet, Allached for each product 
□ As Follows: ____ _____ _ 

□ No dllullon required, Use as received (RTU) I l.J L I L e·. 
@ •onuuon(s) to be tested: 7, •-v'<~ l'l~,•h,~ · ~ 

1:55- ~"l. defined as 4:trml:, + . -¥.I~ . 
(example: 1 oz/gallon) (amount of test substance) (amount of diluent) 

□ Deionized Weier (Filter or Autoclave Sterilized) 
□ Tap Water (FIiter or Autoclave Sterl!lzed) -All tap water Is softened; the water hardness for the batch of tap 

water used wlll be determined and reported. 
M AOAC Synthetic Hard Water: 400 PPM 
□ Other_. -,--,-..,....,.,,......,.---,----,-~----,-,-----, 

*Note: An equlvalent dilution may be made unless otherwise requested by the Sponsor. 

Test Virus: .. Influenza B virus 

Exposure Tfme:. _ _ ~ 6~m=J=n=ut,,,e=s __ 

Exposure Temperature: @ Room temperature (to be based on regulatory agency of submission) 
O Oiher:; .•c (please specify range) 

Directions for application of aerosol/spray products: 
@ Spray Instructions are not applicable, 

Trigger spray application: 
0 Spray carriers using 3 sprays, or until thoroughly wet, at a distance of 6 to 8 Inches, 
□ Spray carriers using _____ sprays at a.distance of _ __ to _ _ Inches/cm. (circle one) 
Aerosol spray application: 
□ Spray carriers for ___ seconds, or unlll thoroughly wet, at a distance of ___ to __ Inches/cm. 

Organic Soll Load 
D 1 % fetal bovine serum (minimum level that can be tested) 
0 6% fetal bovine serum 
□ Other _ _ __, _ _______ _ _ 

Number of Carriers to be Tested 
la One (typical for U.S. EPA submission) 
0 Five (required for broad-spectrum vlrucldal claims for Health Canada submission) 

® Q<\J\-~ 'i~ t •-~q ')) ~~ ~O\i 
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SPRAY BOTTLES USED IN TESTING /se·ct1on only applicable ·/or spray products) 
To ensure .axpaclad lavals of prpduct ~re. aal!'!(tiro_d, -/( fs ra~_ommendad lha_l .the_ Sp_onsor_provlda Ilia spray bol/Jas 

.. O$~q In l~sllng: Please Ind/ca/a Iha desired 6ource~ of.the sprayer /Jc;,11/es _used In ·1e_sliog:· 
!J ~praya_r(s) ·an_a bpl\le(s) are p_rqvl~_ed ~y the Sponsor 
□ ~eneral purpose. spray b<illle(s) _a'rt~-to be p~q~l~~d by Accu~tus Lil!> services 
□ Thii spray nozzle(s) ere provided by the Spons·or and :g·eneral p~_rpose bpttle(s). will !>1:1 pr9vided by Accuratus 

Lal;i SE!IV!~.~~ . 

REGULATORY AGENCY/SI THAT MA)' REVIEW DATA 
li'l' U.S. EPA . 
□ Health Canada 
□ Therapeutic Goods Administration .(Australian TGA) 
□ Not applicable - For Internal/other use only (Efficacy result will be based on U.S. EPA requirements) 

COMPLIANCE 
Study to be performed under EPA Good Laboratory Pracltce regulations (40 CFR Part 160) and In accordance to 
standard operating procedures. 
li'l'Yes 
□ No (Non-GLP or Development Study) 

PROTOCOL MODIFICATIONS 
□ . Approved wl_thoµI !116d_lfit:aUon 
0 Approved with modification 

A d t e · i be suii· · d- o S o so · · view .. rlo 6 fl allze o 

PROTOCOL ATTACHMENTS. 
$.uppl~m~i:ll~l ln(o~atir;in Form Attached - @Yes □ No 

.TEST SUBSTANCE SHIPMENT STATUS 
(This sec/i9TJ ls_.f 9r/nformatrortal pqrpo~es .pnJy.) 
~ Test ,SObsta·nce Is already present at-Ai:~4'~_1us Lab Services. 
□ Test StJ~stance has been or wlU be.shipped to Accuratus Lab Services, 

· Dale cir expected receipt at Accuratus Lab Servlcesi. _____ ..,..... _ _ _____ __ --"'~ 
□ Test Substance to be hand-delivered (must arrive by noon at least ohe day prior to testing or other 

arrangements made wllh the Study director). 

TESTl!'jG FACILITY MANAGEMENT VERIFICATION OF 40 CFR PART 1i;'o SUBPART B /160.~11Dii 

Identity, strength, purity, and uniformity, as applicable, of the test lots has been or will be completed prior to efficacy 
testing: It! Yes a No* □ Not required, Non-GLP testing requested 

If yes, testing was or wlll be performed following 40 CFR Part 160 GLP regulations: !ti Yes □ No• 

Optional Information to complete as applicable: 
0 A Certlllc~!e cif Analysis (<;: of A) in!IY bi, provided for each lot of test subslance, If provided, the 

C of A WIii be appended to the report. · 
Ii?! Testing has been or will be conducted under protocol or study#: 

REK01080118.CHR.1. 

Stability tesltng of the formulation has been or will be completed prior to or concurrent with efficacy testing: 
li1I Yes □ No* □ Not required, Non-GLP testing ruquested 

If yes, testing was orwlll be performed following 40 CFR Part 160 GLP regulations: lt!Yes Cl No* 

Opllcinal lrj[ormelloh ·to complete ·as appUceble: 
□ Test1n·1fhas been.or WIii be cciliducted·under protocol or study#: 

*If /es/Ing Inform a/Ion Is not provided or Is not performed fol/owing GLP regulations, this will be Indicated In the GLP 
compliance statement of the final report. 
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THIS DOCUMENT IS THE PROPERTY OF AND CONTAINS PROPRIETARY INFORMATION OF A CCU RA TUS 
LAB SERVICES. NEITHER THIS DOCUMENT, NOR INFORMATION CONTAINED HEREIN IS TO BE 
REPRODUCED OR DISCLOSED TO OTHERS, IN WHOLE OR IN PART, NOR USED FOR ANY PURPOSE 
OTHER THAN THE PERFORMANCE OF THIS WORK ON BEHALF OF THE SPONSOR, WITHOUT PRIOR 
WR/TTl=N PERMISSION OF ACCURATUS LAB SERVICES. 

APPROVAL SIGNATURES 

SPONSOR; 

TITLE; -~Ri=as=ea=~""oh""',A""'s==s"'"oc=ja=t=e-=---

EMAIL: kelly.whttenead@ib.com. 

Forconf/denlla/Jly purposes, study Information will be released only lo the sponsor/representative signing the 
protocol (above) unless other Individuals aro spec/f/cal/y author/zed In writing to receive study Informal/on. 

Other Individuals authorized to receive Information regarding this study: 

Accuratus Lab Services: 

NAME: --+-N"-· ...,;,,"v'....,_J----=~-'-·. _,_.M--=a.1. ...... \\.._..Ji-,c_-=- ------'-
Study Director ' 

SIGNATURE: __ 4:0_·. _,-'._,__.~-"-.. ,1--.;,,,,(J=---·-/J_,__!)_.,,..:.{"""'. i&=· :=.· .~_. __ 
(I ~y Director · 
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